ot Relevan

From: Steven Callen <steven.callen@bayer.com>

Sent: Friday, March 11, 2022 4:55 PM

To: Meadows, Sarah <Meadows.Sarah@epa.gov>

Cc: Schimid, Emily <Schmid.Emily@epa.gov>; Roe, Lindsay <Roe.Lindsay@epa.gov>; George Sabbagh
<george.sabbagh@bayer.com>; BCSReg_Archive <esepamailbox@bayer.com>

Subject: RE: XtendiMax Supplemental Labels

Hi Sarah,

| think this should be it! Thanks for all the patience. Let me know if we missed anything or need to
address anything else.

All the best,
Steven

From: Meadows, Sarah <Meadows. Sarahi@ena.gov>
Sent: Friday, March 11, 2022 9:09 AM

To: Steven Callen <steven.callen®@baver.com>
Subject: RE: XtendiMax Supplemental Labels

Hi, Steven. It's my understanding that the issue of the proposed revision of the Bulletins Live 2
statement on the XtendiMax label was discussed between Tom Marvin and Ed Messina yesterday. |
believe the end result was Bayer’s agreement that the section would revert to the previous
approved label version for this current action. Please make that change and send me a clean copy of
the label.

Thanks,

Sarah

From: Steven Callen <sisven.calien@baver com>
Sent: Wednesday, March 9, 2022 3:22 PM

To: Meadows, Sarah <&des
Cc: George Sabbagh <gagr
Emily <Schmid Emilvi@epa.gov>; BCSReg Archive <esepamalibox@baver.coms>

dows Sarahi@epa.gov>

Subject: RE: XtendiMax Supplemental Labels

Hi Sarah,
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Thanks for passing these comments over to me. After sharing them with the team and my
leadership, we think it may be helpful to have a discussion over these suggested revisions, as we
don't fully understand the comment regarding not including the same language about visiting the
website 7 days prior to application, or something similar, for ESA purposes as well. Alsg, as l've been
informed, the flexibility of this approach is still under active discussion with £EPA leadership, and so it
may be important for that to be resolved before we move forward with any proposed changes.

Thanks,
Steven

From: Meadows, Sarah <Meadows Sarah@ena gov>
Sent: Wednesday, March 9, 2022 11:35 AM

To: Steven Callen <sleven.ca
Cc: George Sabbagh <geprye sabbagh@bavercormn>; Roe, Lindsay <Bgelindsaviepa.goy>; Schmid,
Emily <Gghmid Emih@epa.govs

Subject: RE: XtendiMax Supplemental Labels

SO b ave oo

Hi, Steven. There are a few more things we need you to amend. Please see the attached file.
Thanks,

Sarah

From: Steven Callen <gisven callen@haver comy

Sent: Tuesday, March 8, 2022 4:57 PM

To: Schmid, Emily <5ghimid Emilyiepa goy

Cc: George Sabbagh <george.sabbash@bavercom>; Roe, Lindsay <Bge. Lindsay@epa.goy>;
Meadows, Sarah <pleadows Saraliie
BCSReg_ Archive <gsepamallbox@
Subject: RE: XtendiMax Supplemental Labels

sa.20v> Rosenblatt, Daniel <2gsenblati Dan@ls

aic
G

HiEmily,

The tearm just finished with updating these amended labels. Thanks for yvour patience! Please let us
know if vou have any questions.

All the best,
Steven

From: Steven Callen

Sent: Thursday, March 3, 2022 5:29 PM
To: Schmid, Emily <&ghmis
Cc: George Sabbagh <gearze sabbhagh@baver comes; Roe, Lindsay <Rge Lindsav@ena gow>;

milvE eng gov>

LoV

BCSReg_ Archive <gsepamaiiboxint
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Rosenblatt, Daniel <Rosenblatt. Dand@ens oov>; BCSReg Archive <gsegamaidbox@haver com>
Subject: RE: XtendiMax Supplemental Labels

Thanks, Emily.

Perhaps we can discuss tomorrow, but | have two questions about the revised labeling. For the "264-
1210 state supp” file, the deletion of the MOA box and Al statement was not deleted like they were
on the MN and 1A ones. Was this intentional or should we delete those items like those others?

Second, in terms of the instruction to "Revise as an appendix to the master label,” do you have any
details on what that should look like or will the edits that were made on the labeling bring them
intine with this? Perhaps instead of places where we indicated they were supplemental iabels we
should instead write “Appendix [x]77?

Thanks,
Steven

From: Schmid, Emily <Gchimid Emilvi@epa gov>
Sent: Thursday, March 3, 2022 4:21 PM

Hen@haver coms

To: Steven Callen <steven.cs

Cc: George Sabbagh <genrge sabbagh@bavercorn>; Roe, Lindsay <Ree. Lindsavilepagos
BCSReg_Archive <gsepamailboxi@@hbaverncom>, Meadows, Sarah <Mdesdows.saishi@epagoy;

Rosenblatt, Daniel <Rgsenbla
Subject: RE: XtendiMax Supplemental Labels

Janilepa.soy>

Hi Steven,

Yes, Eastern. Sorry, | should have mentioned that. It’s fine for them to attend as well. | just sent an
invitation to you that you can forward to the others. Thank you for your flexibility to meet with us so
quickly.

Best regards,
Emily

From: Steven Callen <steven.alien@bavercon>
Sent: Thursday, March 3, 2022 4:30 PM

To: Schmid, Emily <Sehmid.boilviBepa.goy

Cc: George Sabbagh <gegrge sabbaghi@bavercom>; Roe, Lindsay <Bgs Lindsay@

SOABOV>

BCSReg_Archive <ssspamaitho sr.oum>; Meadows, Sarah <ieadows Sarah@ena gov>,

Lan@e

Rosenblatt, Daniel <Bgsenk
Subject: Re: XtendiMax Supplemental Labels

3OS

1

Hi Emily,

Thanks for these. I'll take a look and pass to the Bayer team as well.
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Is the time you gave Eastern? If so, that fits my schedule. Is the meeting limited to a few from each
registrant? | would imagine George may want to attend, as well as Tom Marvin and maybe one or
two others, depending on their schedules.

Thanks,
Steven

On Mar 3, 2022, at 3:15 PM, Schmid, Emily <Gghmid Emib@ena.gov> wrote:

Hi Steven,
Thanks again for your patience and willingness to work quickly with us.

After talking about this internally, we have moved away from the new restrictions being
distributed as supplemental labels because it doesn’t seem to be appropriate in this
case. Usually, supplementals are used for changes that the Agency doesn’t feel
urgency for it to be integrated into the master label {for example a new use on

carrots). Since these restrictions need to be part of the labeling for the 2022 use
season, we are asking that they be appendices instead of supplemental labels.
Attached you’ll find PDFs with our comments. One noteworthy change would be that
we asking to change the requirement to check the website from 30 days before use to
7 days.

If possible, we would like to meet with all three registrants together to go over the
conditions of registration. If you are amenable to that, are you be available to meet
tomorrow (Friday) from 11:00-12:00 to discuss?

Best regards,
Emily

From: Steven Callen <steven.callen@baver.comy>
Sent: Tuesday, March 1, 2022 3:16 PM
To: Schmid, Emily <Schmid Emilvi@epa.soe

Cc: George Sabbagh <gsgrge sabbhaghi@haver com>; Roe, Lindsay

s0v>; BCSReg Archive <gsegamailboxi@baver com>; Meadows,
Sarah <Meadows Sarah@ena gov>, BCSReg Archive <gsgpamalbox@baver.coms
Subject: RE: XtendiMax Supplemental Labels

<Boe Lindsey@ep:

Hi Emily,
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Thanks for keeping me posted on this and your anticipated timing. 'l do my best to
position our team to act as soon as possible on the label comments. We have also been
working on getting the website ready for these supplemental lsbels and that should be
ready to go after the labels are approved.

All the best,

Steven

From: Schmid, Emily <Gchoid Emilv@ena.sovs
Sent: Tuesday, March 1, 2022 2:09 PM

To: Steven Callen <sigven.gall
Cc: George Sabbagh <gsgrge sabbagh@haver com>; Roe, Lindsay

Hha

2LLRI>

e

<Rge Lindsay@e

a.gov>; BCSReg Archive <gsepamaiiboxibaver com>; Meadows,

i

Sarah <Meadows.Sarmh@enagow
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

Thanks again for submitting the labels. We are still having some internal discussions
but hope to get label comments to you tomorrow. If you could be ready to turn them
around quickly, that would be really helpful. Additionally, we expect to be in touch to
discuss the terms of registration within the next couple of days. We really appreciate
your patience.

Best regards,
Emily

From: Steven Callen <gievern.callen@haver.com>
Sent: Thursday, February 24, 2022 1:07 PM
To: Schmid, Emily <Gohmid Emilvifesas ooy Meadows, Sarah

<teadows Sarahi@ens gov>

Cc: George Sabbagh <gsorze ssbbash@haver com>; Roe, Lindsay

i gov>; BCSReg Archive <gsegamailbox@bayerncom>;
namatibox@baver.com>; BCSReg Archive
oxiBbaver.com> BCSReg Archive <gsepamailbox@baver.cam>

BCSReg_Archive <&

<BSELANI
Subject: RE: XtendiMax Supplemental Labels

Hi Emnily,

Good timing! The team just finished updating the ML and 5L, { have attached them
here, slong with the draft cover letter | am planning on submitting when these go
through CDX later today. Please note that Bayer is proposing for the ML and SL slightly
different language for the reference to the additional restrictions and a change to the
timing requirement for an applicator to view ESA Bulleting from Bulletins Livel Two.
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Not Part of Administrative Record

Kind regards,
Steven

From: Schmid, Emily <Schmid bmilv@enz sov>
Sent: Thursday, February 24, 2022 11:.00 AM
To: Steven Callen <sieven, callen@baver com>: Meadows, Sarah

A TN Y ORI T
<Meadows Ssrah@ens sov>

Cc: George Sabbagh <genrge sabbaghi@baver.com>; Roe, Lindsay
<Rpe lindssy@eps.zov>; BCSReg Archive <eszpamaibox@bavercom>;

BCSReg_Archive <ssepamailboxi@baver com>; BCSReg_ Archive

<gsepamziitbox@baver com>

Subject: RE: XtendiMax Supplemental Labels
Hi Steven,
Thanks for the update. Do you know when we can expect the labels today?

Best regards,
Emily

From: Steven Callen <siever.callen@haver.com>
Sent: Wednesday, February 23, 2022 6:17 PM
To: Schmid, Emily <Gohmid Emilvifesas ooy Meadows, Sarah

<Meadows Sarahi@epa sov>
Cc: George Sabbagh < =v.com>; Roe, Lindsay
gov>; BCSReg Archive <gsepamatiboxd@havercony,

<BosLindsay@ena

BCSReg_ Archive <gsepamallbox@haver.con>; BCSReg Archive

<gsepamaithox@haver com>

Subject: RE: XtendiMax Supplemental Labels

Not Part of Administrative Record
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{ have already alerted the team regarding the need for the website, so P will be sure to
follow up with them on this. It is helpful to understand your timing so that fcanlight a
fire under them to get to it!

Thanks!
Steven

From: Schmid, Emily <Schmidbmiv@enas gov>
Sent: Wednesday, February 23, 2022 5:11 PM
To: Steven Callen <sisven.callen@baver o>, Meadows, Sarah

<Meadows Sarah@ens gov>

Cc: George Sabbagh <gegoree sabbaghdihaver com>; Roe, Lindsay

<Rpe lindsay@ens gov>; BCSReg Archive <gseparmailbon@baver com>,
BCSReg Archive <gsepamatibon@@baver com>
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

Thank you for sending those and for giving us a heads up for the others. .

Not Part of Administrative Record
Not Part of Administrative Record IR LS
Wednesday. In light of that, the website referenced on the labels will need to be up by
Wednesday, or sooner if possible.

If you have any questions or concerns, please feel free to reach out.

Thanks again,
Emily

From: Steven Callen <sigven.calleni@hbaver com>
Sent: Wednesday, February 23, 2022 4.58 PM

To: Meadows, Sarah <Meadows Sarahiiena goy>) Schmid, Emily

<Schmid Emibv@ens gov>

Cc: George Sabbagh <genrge sabbaghifhavercons; Roe, Lindsay

<Hoe Lindsavi@enaso

ay>; BCSReg Archive <esepamailbon@bavercom>,

BCSReg_Archive <ezegamailbox@hayercom>
Subject: RE: XtendiMax Supplemental Labels

HiSarah and Emily,

We have completed the updates for the two state supplemental labels for MN and 1A,
and those are attached. We should have addressed all of the comments that were
made, but please let me know if you see any additional changes that are needed for
these two labels.
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Wi are now finalizing the sdits onthe ML and the new supplementa ol be
available to send ta you by tomorrow. RASIERE e Admmmtratwe ,ecc:rci

; Not Part of Adminisirative Record
EAMIERWEN IR I QIR TR R I IEN A A e R R R R ,633

&4 three of these labels will be submitted through CDX
At sergd courtesy coples toovou when they are ready,

193

%, bt il

Thanks,
Steven

g g g o
DRSS

Frome Meadows, Sarah <}
Sent: Wednesday, February 33, 2022 %27 AM

To: Schimid, Lmiiy nind Brollyfona cosese Steven Callen
stevencalien@haver coms

Lo Geprge Sai:bagh <gent Loy Roe, Lindsay

< Hoe Lindsays A Rﬂaﬁég Arx hive <gsenamaiiboibaver come
Subject: RE: XtendibMax Supplemental Labels

<

Hi, Steven. P just checking In on this, Can vou give us an update on the revised
master and 3 supplemental labels we're expecting from Bayer?

Thanks,

Sarah

Fromy, Schenid, Emily <Sgtynid Erdh
sant %mdayy ?Pmuaw “’ﬁ 225

<Foe Lin Sarah \?

BLSReg Archive <gsenan
Subject: RE: XtendibMax Supplemental Labels

LT

Hi Steven,
Korry for the delaved rasponse. | got bebind on emalls.
Yes, vou can send the revised supplementals to me and Sarah via emall.

As for the sxpiration date, we have discussed i further and agree it would be best for
the dates to be the samea.

Thank you,
Ernily
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From: Steven Callen <steven callen@bayer.com>
Sent: Tuesday, February 15, 2022 2:32 PM
To: Schmid, Emily <Schmid.bmily@ena.soy
Cc: George Sabbagh <gegrze sabbaghi}

var.com>; Roe, Lindsay

<1

X

13

<Roe lindsay@ens gov>, Meadows, Sarah <pieadows Sarahifens goy>

BCSReg_Archive <gsepamailbon@hbaver corm>
Subject: RE: XtendiMax Supplemental Labels

Thanks, Emily! Nice to hear from you,

This all looks straightforward to me. We should be able to make these changes, update
the master label and create an additional supplemental label, and get them to you by
the end of the week at the latest. 'l submit the master label and additional
supplemental through COX as indicated, but shall | send the updated state
supplemental labels directly back to you?

There was a question about the expiration date. The states reviewed these labels prior
to us submitting to EPA, and they had no issues with aligning the expiration date on
these with that of the XtendiMax label itself. | can confirm again with the states, but we
would propose keeping the expiration date as is.

Thanks,
Steven

From: Schmid, Emily <Schmid. Emiv@®ena govs
Sent: Tuesday, February 15,2022 11:25 AM
To: Steven Callen <steven.galic
Cc: George Sabbagh <genrge sabbaghi@baver.com>; Roe, Lindsay
<Rge.lindssv@ens.gov>; Meadows, Sarah <Meadows.Rarab@ena.goy>
Subject: XtendiMax Supplemental Labels

B hover coms>

Hi Steven,
I hope you are doing well!

We have reviewed the labels for Minnesota and lowa and have some comments (PDFs
attached).

It has been decided that the best way to get this information out to the user is to have
each registrant set up a website that will hold supplemental labels and add a general
direction to the master label that says, “You must check [X website] for state specific
restrictions within 30 days of application of this product.” That way, if there are
changes to these supplemental labels, or if other states want to add supplemental
labels, the master label won’t need to be updated every time. Additionally, we’ll need
a supplemental label with this direction since some of the product is already in the

ED_005172C_00002344-00009



hands of the users and can’t be relabeled with this direction. You can submit both of
those as a fast track label amendment.

Most of the comments have to do with these needing to be supplemental labels rather
than bulletins, but if you have any questions about our comments or anything else,
please feel free to reach out.

Best regards,
Emily

Emily Schmid

Product Manager 25

Herbicide Branch

Registration Division, Office of Pesticide Programs
U.S. Environmental Protection Agency
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